Remarks/Arguments 



Reconsideration of the above-identified application, in view of the following remarks, is 
respectfully requested. 

I Status Of The Claims 

Claim 1 1 and 21 have been placed in independent format, and to recite milnacipran as the 
antidepressant and fibromyalgia syndrome as the chronic neurological disorder. Claims 1-10, 14 
and 17-20 have been canceled without prejudice. Applicant's reserve the right to prosecute the 
subject matter of these claims in one or more continuation application(s). 

Claims 1 1-13, 15, 16 and 21 are pending in this application and are at issue. 

II Drawings 

Figure 1 has been objected to for allegedly failing to clearly show the dosing schedule of 
the treatment protocol. Figure 3 has been objected to due to a typographical error in the spelling 
of "Beck Scores." 

Attached herewith are a replacement version of Figure 1 and a corrected copy of Figure 
3. The Examiner is requested to replace Figures 1 and 3 with the attached versions and to 
withdraw the objections. 

III Rejection Under 35 U.S.C. § 112. first paragraph 

Claims 1-2, 6-8, 10-17 and 19-20 stand rejected under 35 U.S.C. § 112, first paragraph, 
for lack of enablement. The Examiner concedes that the specification is enabling for 
fibromyalgia syndrome and milnacipran, but asserts that the specification does not reasonably 
provide enablement for any chronic neurological disorder and any antidepressant. 

Claims 1-2, 6-8, 10, 14, 17, 19 and 20 have been canceled, rendering the rejection of 
these claims moot. Applicants respectfully disagree with the Examiner regarding pending claims 
1 1-13, 15-17 and 21. In order to expedite prosecution of this application, however, claim 1 1 has 
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been amended to recite "milnacipran" as the antidepressant and claims 1 1 and 21 have been 
amended to recite "fibromyalgia syndrome" (FMS) as the chronic neurological disorder. 

Accordingly, in view of the above amendment and remarks, the Applicants believe that 
the presently pending claims are fully enabled by the specification, and respectfully request that 
the rejection be withdrawn. 

IV Rejection Under 35 U.S.C. § 102fa) 

Claims 1-3 and 6-21 stand rejected under 35 U.S.C. § 102(a) as anticipated by Kranzler et 
al. (U.S. Patent No. 6,635,675, "Kranzler"). The Examiner asserts that Kranzler teaches the use 
of an escalating dosage of milnacipran for treating chronic neurological disorders or pain, such 
as FMS or chronic fatigue syndrome (CFS). The Examiner further asserts that "positive patient 
safety profile" and "suitable peak plasma concentration" are inherent properties expected during 
the treatment of depression using milnacipran. 

The Applicants note that Kranzler issued on October 21, 2003 and published (as US 
Publication No. 2003/0139476) on July 24, 2003. Therefore, the date upon which Kranzler is 
available as prior art under 35 U.S.C. § 102(a) is July 24, 2003. The present application was filed 
on October 3, 2003 and claims priority to four US provisional applications, each of which was 
filed before July 24, 2003. For example, the Examiner's attention is directed to page 10, lines 1-9 
and page 10, line 23 to page 11, line 8 of priority application Serial No. 60/443,081, filed on 
January 28, 2003, where the presently claimed subject matter is disclosed. Accordingly, the 
Applicants believe that Kranzler is not prior art under 35 U.S.C. § 102(a) to the present 
application and that the rejection should therefore be withdrawn. 

Moreover, in an effort to further prosecution of this application, claim 1 1 has been 
amended to recite that the time period for administration is greater than three days . Claim 21 also 
recites that that the time period for administration is greater than three days . Kranzler does not 
teach or suggest a dosage escalation of milnacipran for treating FMS in which the milnacipran 
dosage is maintained for a time period greater than three days b efore escalation. Accordingly, 
Kranzler does not teach or suggest each and every element and therefore does not anticipate the 
presently pending claims. Withdrawal of the rejection is respectfully requested. 
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V 



Rejection Under 35 U.S.C. g 103 



(i) Claims 1-3, 6-10, 14-16 and 19-21 stand rejected under 35 U.S.C. § 103(a) as 
obvious over Koppel (US Patent Application No. 2004/0014739, "Koppel") in view of Spencer 
et al. (Drugs, 56, 405-427, 1998, "Spencer") and Kranzler et al. t (Psychopharmacology Bulletin, 
36, 165-213, 2002, "Kranzler II"). 

According to the Examiner, Koppel teaches that anti-depressant N-acylated-a-linked 
acidic peptidase may be used to treat various disorders, including depression and pain. The 
Examiner concedes that Koppel does not teach milnacipran as a treatment for FMS or dosage 
escalation of milnacipran, but asserts that Spencer teaches milnacipran dosage escalation to treat 
depression and that Kranzler teaches that antidepressants, such as milnacipran are a common 
form of therapy for many chronic states, including FMS. 

Claims 1-2, 6-8, 10, 14, 19 and 20 have been canceled, rendering the rejection of these 
claims moot. The Applicants note that claims 1 1-13 are not rejected as obvious over Koppel in 
view of Spencer and Kranzler II, Claims 15 and 16 have been amended to depend from claim 11. 
Accordingly, claims 15 and 16 are also not obvious over this combination of references and the 
rejection of these claims should be withdrawn. 

The rejection of claim 21 is respectfully traversed. Claim 21 is directed to a method of 
treating FMS that involves administering a daily dose of up to about 50 mg of milnacipran for 
more than about 3 days, followed by administering a daily dose of up to about 25 to about 75 mg 
of milnacipran for more than about 3 days, followed by a daily dose of greater than about 100 
mg of milnacipran for a sufficient period of time to treat the symptoms of FMS. 

As the Examiner concedes, Koppel is completely silent regarding the use of milnacipran 
to treat FMS, let alone a dosage escalation treatment regimen, as currently required by claim 21 . 
Kranzler II is also completely silent regarding a dosage escalation treatment regimen and 
therefore does not cure the deficiencies of Koppel. 

Spencer discloses the results of various studies regarding the use of milnacipran to treat 
depression. At page 409, Spencer discloses the administration of 50 mg of milnacipran followed 
by 100 mg of milnacipran. Spencer does not teach or suggest a treatment regimen whereby the 
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administration of about 50 mg of milnacipran is followed by the administration of about 25 to 
about 75 mg of milnacipran. Moreover, Spencer is completely silent regarding the time period 
between dosage escalations, and does not teach or suggest a dose escalation regimen where each 
dose is administered for more than 3 days, as required by claim 21 . Furthermore, Spencer is 
completely silent regarding a treatment regimen that involves a third dosage amount of 
milnacipran greater than 100 mg, again as required by claim 21. 

Therefore, Koppel, Spencer and Kranzler II, taken alone or in combination, fail to teach 
or suggest each and every element, and thus fail to render obvious any of the present claims. 
Applicants respectfully request that the rejection be withdrawn. 

(ii) Claims 1 and 17-18 stand rejected under 35 U.S.C. § 103(a) as obvious over 
Koppel in view of Kranzler. 

Claims 1 and 18 have been canceled, rendering the rejection of these claims moot. Claim 
17 has been amended to depend from claim 11, which is not obvious over Koppel in view of 
Kranzler. Accordingly, the Applicants believe that the rejection of claim 17 has been overcome, 
and respectfully request that the rejection be withdrawn. 

VI Double Patenting Rejections 

Claims 1 and 9 stand rejected for obviousness-type double patenting. 

Claims 1 and 9 have been canceled, rendering the rejection of these claims moot. 
Accordingly, the rejection should be withdrawn. 
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VII Conclusion 

No new matter has been added by these amendments. In view of the comments and 
amendments set forth above, each of the presently pending claims in this application is believed 
to be in condition for allowance. 

If there are any other issues remaining which the Examiner believes could be resolved 
through either a Supplemental Response or an Examiner's Amendment, the Examiner is 
respectfully requested to contact the undersigned at the telephone number indicated below. 



Respectfully submitted, 



Dated: June 7, 2007 By_ 



Zagar, M.D/ 



Paul M. Zagar, ] 
Registration No.: 52,392 
DARBY & DARBY P.C. 
P.O. Box 5257 

New York, New York 1 01 50-5257 
(212) 527-7700 
(212)753-7701 (Fax) 
Attorneys/Agents For Applicant 
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